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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1 .17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicant's submission filed on January 21st, 2009 has been entered. 



Response to Amendment 

2. The examiner acknowledges the amendment filed on January 21st, 2009. Amendment 
cancels claims 1-11, 13, 14, 16 and 23; amend claim 12; new claims 29-35. 

Response to Arguments 

3. Applicant's arguments filed on December 10**", 2008 have been fully considered but they 
are not persuasive. The applicant argues that Walker does not disclose a connection port 
proximate the bottom of the hollow body configured to connect to an external nebulization 
chamber, the connection port comprises a nebulizer inlet and a nebulizer outlet; and air flow 
path, defined by the hollow body and the baffle, having portions antiparallel to one another 
through the interior of the hollow body. The examiner disagrees with the appUcant's argument. 
The area that connects the breathanalyzer chamber 10 to the container 25 is defined as a 
connection port. The connection port comprises a nebulizer inlet and a nebulizer outlet and air 
flow path defined by the hollow body and the baffle, having poritons antiparallel to one another 
through an interior of the hollow body. 
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Claim Objections 

4. Claim 34 objected to because of the following informalities: Claim 34 depends from 
itself Appropriate correction is required. 

Claim Rejections - 35 USC § 102 

5. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, pubUshed under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the Enghsh language. 

6. Claims 12, 15, 17-22 and 24-35 are rejected under 35 U.S.C. 102(e) as being anticipated 
by Walker et al. (US 6,679,250). 

7. As to claim 12, Walker teaches an apparatus that comprises a hollow body having a top 
and a bottom (see fig. 1; the area reference character 10 is pointing to is defined as the top; 
the area where the container 25 is connected to is defined as the bottom); a connection port 

proximate the bottom of the hollow body configured to connect to an external nebulization 
chamber (the little flange that extends from the bottom part of breathing chamber 10 is 
defined as the connection port), the connection port comprising a nebulizer inlet and a 
nebulizer outlet (the proximal section of the flange which is deflned as the nebulizer outlet; 
the distal section of the flange is defined as the nebulizer inlet); a vent 47 proximate the top of 
the hollow body (see figs. 1, 4a and 4b; col. 5 lines 55-65) configured to receive ambient air 
when a patient inhales; a baffle 32 at least partially disposed within the hollow body, such that 
the baffle is configured to be a barrier and wherein the hollow body and the baffle define an air 
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flow path having portions arranged anti-parallel to one another through an interior of the hollow 
body (see fig. 1; the arrows in fig. 1 indicate that when the gas hits the baffle 32 it splits into 
air flow paths (not parallel) and once the gas by-passes the baffle merge into a single air 
flow path and again split into multiple flow paths once entered the breathing chamber not 
parallel as the arrows indicate in the breathing chamber); and wherein the drug delivery 
mouthpiece is structured and arranged such that the patient's inhalation generates an air flow that 
follows the air flow path defined by the hollow body and the baffle to deliver a medicament to 
the patient (see flg. 1; col. 5 lines 1-5, 65-67 and col. 6 lines 1-5). 

8. As to claim 15, Walker teaches an apparatus wherein the baffle includes a substantially 
planar member disposed between an intake flow path and a delivery flow path (see figure 1). 

9. As to claim 17, Walker teaches an apparatus wherein the baffle is configured to protrude 
into the external nebulization chamber connected to the connection port (see figure 1). 

10. As to claim 18, Walker teaches an apparatus wherein the baffle is configured to direct an 
airfiow to an intake flow path out of the hollow body and into the external nebulization chamber 
connected to the connection port, and the baffle is configured to direct an airflow toward a 
delivery flow path from the external nebulization chamber connected to the connection port into 
the hollow body (see figure 1). 

11. As to claim 19, Walker teaches an apparatus that further comprises a delivery conduit 
arranged proximate the top of the hollow body (see figure 1). 

12. As to claim 20, Walker teaches an apparatus wherein the conduit includes an exhaust 
outlet 11 (see figure 1). 
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13. As to claim 21, Walker teaches an apparatus wherein the exhaust outlet is selectably 
scalable (see figure 1). 

14. As to claim 22, Walker teaches an apparatus wherein the exhaust outlet includes a one- 
way valve (see figure 1). 

15. As to claim 24, Walker teaches an apparatus that further comprises a delivery conduit 
arranged between the top of the hollow body and the bottom of the hollow body (see figure 1). 

16. As to claim 25, Walker teaches an apparatus wherein the vent is sealably configiired (see 
figures 1, 4a and 4b; column 5 lines 55-65). 

17. As to claim 26, Walker teaches an apparatus wherein the nebulizer is configured to 
aerosolize a substance (see the summary of the invention). 

18. As to claim 27, Walker teaches an apparatus wherein the substance includes medicament 
(see the summary of the invention). 

19. As to claim 28, Walker teaches an apparatus wherein the vent is configured to exhaust air 
upon the patient's exhalation, (see figures 1, 4a and 4b; column 5 lines 55-65). 

20. As to claim 29, Walker teaches an apparatus that comprises a hollow body having a top 
and a bottom (see fig. 1; the area reference character 10 is pointing to is defined as the top; 
the area where the container 25 is connected to is defined as the bottom); a connection port 
proximate the bottom of the hollow body configured to connect to an external nebulization 
chamber (the little flange that extends from the bottom part of breathing chamber 10 is 
defined as the connection port), the connection port comprising a nebulizer inlet and a 
nebulizer outlet (the proximal section of the fiange which is defined as the nebulizer outlet; 
the distal section of the flange is deflned as the nebulizer inlet); a vent 47 proximate the top of 
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the hollow body (see figs. 1, 4a and 4b; col. 5 lines 55-65) configured to receive ambient air; a 
baffle 32 at least partially disposed within the hollow body, wherein the baffle is configured to 
direct an airflow to an intake flow path out of the hollow body and into the external nebulization 
chamber connected to the connection port, wherein the baffle is further configured to direct an 
airflow toward a delivery flow path from the external nebulization chamber connected to the 
connection port into the hollow body (see fig. 1); wherein the drug delivery mouthpiece is 
structured and arranged such that the patient's inhalation generates an air flow that follows the air 
flow path defined by the hollow body and the baffle to deliver a medicament to the patient (see 
fig. 1; col. 5 lines 1-5, 65-67 and col. 6 lines 1-5). 

21. As to claim 30, Walker teaches an apparatus wherein the intake flow path and the 
delivery flow path are anti-parallel through an interior of the hollow body (see fig. 1; the arrows 
in fig. 1 indicate that when the gas hits the baffle 32 it splits into air flow paths (not 
parallel) and once the gas by-passes the baffle merge into a single air flow path and again 
split into multiple flow paths once entered the breathing chamber not parallel as the 
arrows indicate in the breathing chamber). 

22. As to claim 31, Walker teaches an apparatus wherein the intake flow path and the 
delivery flow path are anti-parallel along a substantial portion of an interior of the hollow body 
(see fig. 1; the arrows in fig. 1 indicate that when the gas hits the baffle 32 it splits into air 
flow paths (not parallel) and once the gas by-passes the baffle merge into a single air flow 
path and again split into multiple flow paths once entered the breathing chamber not 
parallel as the arrows indicate in the breathing chamber). 
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23. As to claim 32, Walker teaches an apparatus that further comprises a delivery conduit 
arranged proximate the top of the hollow body (see figure 1). 

24. As to claim 33, Walker teaches an apparatus wherein the conduit includes an exhaust 
outlet 11 (see figure 1). 

25. As to claim 34, Walker teaches an apparatus wherein the exhaust outlet includes a one- 
way valve (see figure 1). 

26. As to claim 35, Walker teaches an apparatus that comprises a hollow body having a top 
and a bottom (see fig. 1; the area reference character 10 is pointing to is defined as the top; 
the area where the container 25 is connected to is defined as the bottom); a connection port 
proximate the bottom of the hollow body configured to connect to an external nebulization 
chamber (the little fiange that extends ft-om the bottom part of breathing chamber 10 is 
defined as the connection port), the connection port comprising a nebulizer inlet and a 
nebulizer outlet (the proximal section of the flange which is defined as the nebulizer outlet; 
the distal section of the fiange is defined as the nebulizer inlet); a vent 47 proximate the top of 
the hollow body (see figs. 1, 4a and 4b; col. 5 lines 55-65) configured to receive ambient air; a 
baffle 32 at least partially disposed within the hollow body, wherein the baffle is configured to 
direct an airflow to an intake flow path out of the hollow body and into the external nebulization 
chamber connected to the connection port, wherein the baffle is further configured to direct an 
airflow toward a delivery flow path from the extemal nebulization chamber connected to the 
connection port into the hollow body (see fig. 1); wherein the the intake flow path and the 
delivery flow path are anti-parallel through an interior of the hollow body (see fig. 1; the arrows 
in fig. 1 indicate that when the gas hits the baffle 32 it splits into air flow paths (not 
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parallel) and once the gas by-passes the baffle merge into a single air flow path and again 
split into multiple flow paths once entered the breathing chamber not parallel as the 
arrows indicate in the breathing chamber); a delivery conduit arranged proximate the top of 
the hollow body (see figure 1); and wherein the drug delivery mouthpiece is structured and 

arranged such that the patient's inhalation generates an air flow that follows the air flow path 
defined by the hollow body and the baffle to deliver a medicament to the patient (see fig. 1; col. 
5 fines 1-5, 65-67 and col. 6 lines 1-5). 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to NIHIR PATEL whose telephone number is (571)272-4803. The 
examiner can normally be reached on 7:30 to 4:30 every other Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Patricia Bianco can be reached on (571) 272-4940. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an appUcation may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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